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The Honorable Bavid A. Kesslexr, W.D. !
Commisaioney |
Food and Drug Rhdministration |
5600 Fishers Lane |
Rockville, Maryland 20857

Dear Dr. Xeasler:

The Food and Drug Administration recently published a
proposed rule on the Prescription Drug Marketing Act of 1987 and
the amendmants to this statute enacted in 1992 (59 Ped. Reg.
11842, March 14, 1994). That proposed rule covera certain
requirements regarding the definition of wholesale druy
distributors ‘and health eave entities. 5

There are sone instances where community blood centers
function as full-gervice blood centers, prouviding therapeutic
ppherasis, therapeutic phlebotomies, and diagnostic blood tests
for MIV and Hepatitis, as well as providing careffor hemophilia.
Where these Pull-gervice community blood centers are distxibutors
of blood producto, they have prasumably complied with FDA
regulations by ragistering with their reapective states as
wholesalers. . 5

Nevertheleos, im tha FDA's recent Federal Register notice,

N proposed section 203.3(n) states that: ;
" & person cannot simultaneously be a ‘health cave entity’
and a retail pharmacy or wholesale diatributor.®

This suggests that €ull-gsexrvice blood eenters that provide
legitimate health caxe, and that have regiastared with their
respective mtate as 8 wholesuler, would be prohihited from either
providing bleed components or plasma derivatives as part of their
mervice, or providing health cave or diagnostic mexvice. This
could creste obvious qifficulties for the comminity blood centers
in thig position.
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The Subcommittee undsrstands that Lhe Agency included rhis
prohibition not to prevent community blood centera froa aperating
as both & health cave entity aa well as a wholesalex, but rather
to address practices by certain physiciane who were abusing the
cxiseing system. Specifically, both the Department of Juatice
and the PDA had detexmined that thera were practitionero
operating as health care entitiss that wexs purchaping' drugs at a

discount and reselling thom, rather than using them to' treat
patients. !

The Subcommittes understands that the FDA intenda to address
this issue in order to avoid disrupting tha supply of biologlics
sold as prescription drugs to individuals such as hemophiliacs
and individuals with cowpromised autoimmune systems. The
Subcommittea will work with you to regolve this issue so that
important services are not disrupted. ?

1°D. Dingell
Chairman ;
Subcommittee On ' |
Oversight and Investigations

cc: The Honorable Dan Scliaefer




